" “CHRONIC LYME”

What is the controversy all about?

August 8, 2008 Samuel Shor, MD, FACP




Lyme Disease

EReysxeh Lem e

August 8, 2008 Samuel Shor, MD, FACP




Chronic Lyme Disease
Overview

= The Major Players and the Present Guidelines

@ Chronic Fatigue
= Chronic Fatigue Syndrome or CFS
= Chronic Lyme Disease
o The literature
a8 Case studies and proposed research
= Guidelines revisited and Where do we go from
here?
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Slironic Lyme- IDSA vs. ILADS

The controversy

Post Lyme fatigue [ie after is noninfectious, i.e. due to often related to ongoing infection
“appropriate treatment”] "something else"* AND other phenomena*

very much exists and often

contributes to "post lyme" and other

causes of chronic fatigue and other
Chronic Lyme infection doesn’t exist conditions.

*often associated with other
phenomena: Fibromyalgia, sleep
disorders, dysautonomias [blood
pressure control issues], endocrine
disorders, etc
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IDSA
lAfiectious Diseases Society of

The Clinical Assessment, Treatment, and Prevention
of Lyme Disease, Human Granulocytic Anaplasmosis,
and Babesiosis: Clinical Practice Guidelines by the
Infectious Diseases Society of America

Gary P Wormsar.' Rarymond J. Datowyler” Esqess 0. Shapies.™ John J, Halperin* Allen €. Stoara.
Mark 5. Kiempner.” Peter J. Krause," Johan 5. Baicken." Franc Strie,” Gerald Stanek.” Linda Bockenstedt”
. Stephen Dumler,* and Fobert B. Nadeiman'

Evidence-based guidelines for the msnagement af patients with Lynee disease, husman gramlncytic snaplnsmnsic
chrtichiasis), and habesinsis were prepred by an expert panel of the
pdated guidelines replace the previows treatment guldelines
pblished n 2000 (Clin Lo : . The guidelines are intended for nse by bealth carc
providers who care
Ixoules tickborne

et nand prevemtion of Lyme disease and provide 3 partial st of theragies 1 be svaided. A definition
al purst-Lyme disease syndrome Is praposed.

EXECUTIVE SUMMARY

wn 2 human granulocyth
labesiosis a5 3
infeti
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Chronic Lyme Disease

= IDSA:

= “there is no convincing biologic evidence for the
existence of symptomatic chronic B burgdorferi
infection among patients after receipt of
recommended treatment regimens for Lyme disease.
Antibiotic therapy has not proven to be useful and is
not recommended for patients with chronic (>6
months) subjective symptoms after recommended
treatment regimens”

Virtually all of their recommended treatment options
are for no more than 28days.

Wormser PG et al The Clinical Assessment, Treatment and Prevention of Lyme Disease, Human Granulocytic Anaplasmosis, and
Babebiosis: Clinical Practice Guidelines by the Infectious Disease Society of America CID 2006:43 (1 November) 1089-1134
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Chronic Lyme Disease IDSA
continued

“a more prolonged initial treatment course of
antibiotics does not improve the rate of
resolution of symptoms”

“In many patients, post treatment symptoms

appear to be more related to the aches and
pains of daily living rather than to either Lyme
disease or a tick-borne coinfection.”
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Chronic Lyme Disease IDSA
continued

= Unfortunately, it is apparent that the term
‘chronic Lyme disease’ is also being applied to
patients with vague, undiagnosed complaints
who have never had Lyme disease. When adult
and pediatric patients regarded as having chronic

Lyme disease have been carefully reevaluated at
university-based medical centers, consistently, the
majority of patients have had no convincing
evidence of ever having had Lyme disease, on the
basis of the absence of objective clinical,
microbiologic, or serologic evidence of past or
present B. burgdorferi infection”
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Chronic Lyme-Diagnosis

=@ IDSA
= “2 tiered system” as recommended by the CDC

= ILADS

= This two tiered system is flawed and too insensitive
for which alternative options need to be considered
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ILADS
International Lyme and Associated
Diseases Society
2004




Slironic Lyme Disease-ILADS

= ILADS

= “For the purposes of the ILADS guidelines, ‘chronic
Lyme disease” is inclusive of persistent
symptomotology including fatigue, cognitive
dysfunction, headaches, sleep disturbance and other
neurologic features....the patient may relapse in the
absence of another tick bite or erythema migrans
rash, or be poorly responsive to antibiotic treatment
(refractory Lyme disease).”

The ILADS Working Group. Evidence-based guidelines for the management of Lyme disease. Expert Rev Anti-Infect. Ther 2004; 2(suppl): S1-S13
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IByimne Disease- Development of the
controversy

= Best described given my personal evolution:

= Management of Chronic Fatigue
o Personal area of interest since the late 1980s
= Perspective of ILADS
s Evolving awareness as the pariah
o To visionaries
= Practical implications
o Management of chronic fatigue and other conditions

» Theoretical and research
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Viglagement of Chronic Fatigue

‘ @ Often seeing individuals who are
quite disabled with profound
“exhausting” fatigue, having failed
the management recommendations
of multiple specialists.

These are the chronically “sick of the
sick” whose conditions are usually
real and need to be validated.

Need to be open minded and
creatively “think out of the box,”
while “doing no harm.”
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ronic Fatigue Syndrome

efinition-

chronically fatiguing illness of
unclear cause

lasting > 6 months

functional capacity < 50%

Other “causes of fatigue have

been ruled out”
Diagnosis of exclusion. There
are no “markers” to define
this condition.
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A RESOURCE GUIDE FOR HEALTH CARE PROFESSIOMNALS

Visit www.cdc.gowv/cfs
for more In-depth Information on patient care,
resaarch findings and contimuing education opportunitias.




Ehronic Fatigue Syndrome

2003

HYPOTHESIS PAPER

Pathogenesis of Chronic Fatigue Syndrome,
a Multisystem Hypothesis
Samuel Shor, MD, FACF

ABSTRACT, Fatigue is o very common somplaint wilh & oumber of
meanings, If the farigue lasts for more than 6 montha, it fulfills the defini-
tion af "chronic.™ The Center for Discase Control (CD{C) bas eatablished
specific eriteria for th: diagnosis of CFS. This is characterized by a per-
sistent or relapsing debilitating fatigus for at least & meontks in the ab-
sence of @ medical diagnoais that would ctheralse explain the clinical
presencation, CF8 represeme a heterogeneous group of patients that
manifest symplom complexes with varying degrees of fatgoe, limited
excrtionel reserve and cognitive dysfanction. Thie treatise explores tie
pathogenesis of CFS as it relabes to a complex moltidimeasional sys-
temic process and offers a hypothesis for the diszase processes, In partic-
ular, an up-regulated imomene system, affecting mitechondrial dysfancion
ig described These pethaphyslolopic mechasisme impact and o nam e

Somme] Shor is Aspcciate Clsdcal Professar, OW Uziversity Health Car= Sciences,
Restan, VA,

Addreeas carrsapondence 1ot Samaoe] Shar, WD, FACP, Intemal Mediclne of Karth-
2m Virginia, Adsocidie Clisdcal Professor, OW University Health Cane Scieoces, 1760
Resten Parkewey #3010, Reston, WA 20050 (B medl: 55kor @ ImmedMNoVe.com),

Witk thenks o Paul Lavies, MD snd Mary Ance Hogen For thedr mview of this
mAnEerpk

Jearsal of Cheonle Fatgue Syndrome, Ve, 1172 2003
Blcasdwvew . haworthpress, comsoos/prodect. atp Taku=HI2
& 0 by The Hirworh Press, 100, All fgGs reserved,
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Ehronic Fatigue Syndrome

2003

CFS
“Multisystem” Paradigm:

s[mmune system-"up” regulated
sCardiovascular-BP and HR
*Nervous system-sleep, cognitive
*Endocrine/ Hormones-adrenal

MPTRNAL O CHRONAT FA NG STNOR ORI

senuitivity i0 ACTH, bul & recduced mazimal response. Intespretation of
these findings wes most consisiznl with “a mild cestral adresal insaffi-
ciracy secondary ip elther 3 deficiency of CRH or some other censral
timralin s the pituimry-ndrens] anis™ (700, Reevabsatizg the CRH scti-
variom of i axis in OFS petiedts free from concurment pepchiatric {ll-
rees, Beo of al. repormed sisxdler HPA, ks dysfunction (20}, A sample
of 14 patienis with CDC defined CFS wers compared witk 14 Bealthy
vohmieers, ACTH soed comisol responses wers measoed follow|ng the




ronic Fatigue Syndrome

- Associated symptoms:
Fatigue-lack of energy reserves and “post exertional malaise”
Sleep disorders-nonrefreshing, fractured
Fibromyalgia and pain-muscle and joint
Cognitive “fog”
Hormone problems

8 adrenal dysfunction-"adrenal fatigue” low cortisol, often low
DHEA, testosterone, etc

Blood pressure -particularly upon standing with drops in blood
pressure: “dysautonomias’
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Slironic Lyme Disease-ILADS

= ILADS

= “For the purposes of the ILADS guidelines, “‘chronic
Lyme disease’ is inclusive of persistent
symptomotology including fatigue, cognitive
dysfunction, headaches, sleep disturbance and other
neurologic features....”
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Ehrenic Fatigue Chronic Lyme
syndrome i e

B Associated symptoms:

= Fatigue-lack of energy
reserves and “post
exertional malaise”

Sleep disorders-
nonrefreshing, fractured

Fibromyalgia and pain
Cognitive “fog”
Hormone problems

o adrenal dysfunction-
“adrenal E;tigue” low
cortisol, often low
DHEA, testosterone, etc

Blood pressure -
particularly upon
standing with drops in
blood pressure:
“dysautonomias”

August 8, 2008 Samuel Shor, MD, FACP




Chronic Fatigue Syndrome-
Lyme Disease
What is the relationship?

@ Why hasn't this relationship been previously
widely recognized?

m Could it be cause and effect?

= Could this be related to difficulty in diagnosing
Lyme disease?
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Chronic Lyme Disease
Wiilyaso much difficulty with Diagnosis? and
treatment?

= Most diagnostic tools evaluate the immune response

B Bburgdorferi has evolved multiple mechanisms to elude
the immune system

= Change in outer protein coat:

= Relatively immune inert “cyst” form .
= [mmune dysfunction-eg. CD57 .
= Production of chemicals to disable antibodies s

. Schwann TG, Piesman J, Golde WT, Dolan MC, Ros PA Induction of an outer surface protein on Bburgdorferi during tick feeding. Proc Nat/
Acad Sci USA1995; 92: 2909-2913

. Brorson O, Brorson SH Transformation of cystic forms of Borrelia burgdorferi to normal mobile spirochetes. Infection 1997; 25: 240-246

. Gruntar | et al; Conversion of Borrelia garinii cystic forms to motile spirochetes in vivo. APMIS 2001; 109(5); 383-388

. Stricker RB, Winger EE Decreased CD57 Lymphocyte subset in patients with chronic Lyme disease Immunology Letters 76 2001 43-48

. Schutzer SE, Coyle PK, Belman AL et al Sequestration of antibody to Borrelia burgdorferiin immune complexes in sero-negative Lyme
disease. Lancet 1990; 335(8685): 312-315
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Chronic Lyme Disease
Bidence for persistent infection?

<

= Multiple reports in the . X,
literature of clear evidence for NN
persistence of Lyme infection ,.,\
after “appropriate” treatment .-

Bayer ME, Zhang L, Bayer MH Borrelia burgdorferi DNA in the urine of treated patients with chronic Lyme disease
symptoms. A PCR study of 97 cases. Infection24 (1996) 347-353

Nocton JJ, Dressler F, Rutledge BJ, Rys PN, Persing DH, Steere AC Detection of Borrelia burgdorferi DNA by polymerase chain
reaction in synovial fluid from patients with Lyme arthritis N Engl ] Med 330 (1994) 229-334

Preac-Mursic V, Weber K, Pfister HW, Gross WB, Baumann A, Prokop J Survival of Borrelia burgdorferi in Antibiotically
Treated Patients with Lyme borreliosis Infection 17 (1989) 7-11

Battafarano DF, Combs JA, Enzenauer R], and Fitzpatrick JE Chronic Septic Arthritis Caused by Borrelia burgdorferi Clinical
Orthopaedics and Related Research Number 297 (1993) 238-241

Schmidli J, Hunziker T, Moesli P, Schaad UB Cultivation of Borrelia burgdorferi from Joint Fluid Three Months After
Treatment of Facial Palsy Due to Lyme Borreliosis The Journal of Infectious Diseases Vol 158 (4), Oct 1988 905-906
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Chronic Fatigue Syndrome-
Lyme Disease
What is the relationship?

= To test the hypothesis:

= Lyme disease may actually be
responsible for a CFS like syndrome |

= Want to track the clinical j
response to Lyme directed Lw

management
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Using symptom
questionnaires
completed at

each office visit,

n an attempt to
“quantity”
subjective
symptomatology.

August 8, 2008

Symptom Severity Score since your last visit, or at
the time of this visit if this is your first visit here: 0-none, 1 mild, 2 moderate, 3 severe
Symptom:

unexplained fevers, sweats, chills or flushing
unexplained weight change [loss or gain]
fatigue, tiredness, poor stamina
unexplained hair loss
swollen glands
sore throat
testicular or pelvic pain
unexplained menstrual irregularity
irritable bladder or bladder dysfunction
unexplained milk production or breast pain
sexual dysfunction or loss of libido [sex drive]
upset stomach or abdominal pain
changes in bowel function-constipation and/or diarrhea
chest pain or rib soreness
shortness of breath or cough
heart palpitations or skipping heart
stiffness of the back
muscle pain or cramps
twitching of face or other muscles
headache
neck stiffness or pain
tingling,numbness,shooting pains and/or skin sensitivities
facial paralysis or Bell's Palsy
joint pain or swelling
vision problems-double, blurry, increased floaters and/or light senitivity
ear or hearing problems-buzzing, ringing, ear pain, sound sensitivity
motion sickness, vertigo and/or poor balance
lightheadedness, wooziness, unavoidable need to sit down
tremor
confusion and/or difficulty thinking
difficulty with concentration and/or reading
forgetfullness,short term memory loss,poor attention and/or problems absorbing information
disorientation, getting lost and/or going to wrong places
difficulty with speech, or writing or name blocking
mood swings, irritability and/or depression
disturbed sleep-too much,too little,frequent awakening and/or early awakening

TOTAL [Score]
present antibiotic regimen:
miscellaneous comments:

Samuel Shor, MD, FACP




Chronic Fallg UE case studies
Neevidence of CDC/IDSA criteria for diagnosis of Lyme
disease

Case study #1: 42 year
old lawyer on disability
for 2 years

= Dx: CFS, subsequently
“chronic Lyme”

NEVER meeting

IDSA /CDC criteria for the
diagnosis,

After an ILADS directed
approach of antibiotics for
~15 months, he is now
working full time and OFF
all other “supportive”
medication:

cotrioction prafie, includng Benseian
Echaffvens:s ILWGG and Bmicou[ght ~ ——— —— - T - - -

28T 112 -




Chronic Fatigue case studies
Niosevidence of CDC/IDSA criteria for diagnosis of Lyme
disease

antimicrobials

imitiated
it Medical History
[11%06] presarting a8 & 16y0 WF:
a

Case study #2: 16 year

female with Dx of s
CFS/FM, with standard o - P
IDSA /CDC preliminary i | [perem e s srut
studies negative for Lyme gl

Treatman| Timaling

X 25! - - — 3] Kok 10V06] I
disease. * - el L

[F20406): Plaguent 200mg ad [111506] |
= Subsequently characterized ) ' ' N e
. . . '07): Biaain 500mg ' '
with Lyme disease using - : SISO et 200mg qe 0
. J0A| cumanda/sarmants ratation
ILADS recommendations, XY“ R

treated and ultimately back _\

[
£
%
=
&
,E.'
=

to baseline.

Initial positive response to
antimicrobials

Worsening when - / —
antimicrobials were stopped, | i i) ]
without known re-exposure. o |/
Gritria to support o dispute a.ﬂ"m_ ) \
OLY

Normalization Of S mptoms : xgﬁ::f':“b:‘-m'WMNmﬂ1m:M“IGU-SGC'nImLCM?aMute 411807 [ms{w.mns;mwu;knke
when antimicrobials were VB4R e Bt Wostrs o 54:ND 428,415 85, N 2025438 . ST Py o crtrs

n ++41,+16,39,58,68; IND 31,34} PGR: neg stopped
resumed. I b 0B S A i s
Batesia microtl lgGiLyme CF peptide’Lyme IgM or |, Negatve for Lyme Waai:lu“ BIDI‘IR‘.‘:( G MEHGEL Nagetvn BLIA fn |

© [310/06); Labeorn Burgdarini weatam biot IgM ana 1gG-rogative [but IgM pas ior P23

| 18718/07}: Labeorp Wa- 1 negative fie <1:258]
i GDST % [03/1508)2 % [2-17%) COST abeolute (031 S08LLI3E [80-360micrL]
22006 w2005 B34 102008 12007 42007 62007
N Date

i_I !:\rm[lmll score 2




Chronic Fatigue case studies
Norevidence of CDC/IDSA criteria for
diagnosis of Lyme disease

ID referred for management
of CFS but actually ultimately
diagnoses with Lyme.
Requiring homebound
schooling junior yrin HS b/o
inability to keep up. After
course of antimicrobials, “I
am able to play basketball for
3hrs in 90deg heat”




hroni tlg UE€ case studies

ence of CDC/IDSA criteria for diagnosis of Lyme
‘ disease

Fibromyalgia and chronic __ )
fatigue. Never meeting . S R
CDC/IDSA criteria.

Profound improvement

with antimicrobials

Grlteria to support ar d
o apsoluts [7

[FHTATE Laboorp Bb IgM and I
egative fick bome ineding
mansls (JghMGuG] = S
1256]

[BH307):
neg bul supgestive [+39: IND 30.41] .
COS7 % [2/1508]; [L] % [2-17%] CODS7 absolute [211508]; (L] 15 |60~
‘360microL |

1472007
Data
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Ch Fonic FaUg UE€ case studies
NeXEVIdence of CDC/IDSA criteria for diagnosis of Lyme
disease

Fatigue, fibromyalgia. Negative
preliminary studies, ultimately
“converting” by Igenex lab to
positive and profound clinical
improvement on antimicrobials.
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Chronic F LIgUE case studies
NEEVidence of CDC/IDSA criteria for diagnosis of Lyme
disease

Fatigue with multiple
neurologic symptomes, o v o

rtuaity caify,
hoadache, m numbness and enorine:

*burning £ my fas  knetes

never meeting __ e ——
CDC/IDSA criteria, — R,

Gritaria to support of dispute disgnosis
GOST 8 0-380

but meeting ILADS T

W and IpG-negative

oG segative; Bertonella

criteria and profound
clinical improvement
on antimicrobials.




Chronic Fallg UE case studies
NEEVidence of CDC/IDSA criteria for diagnosis of Lyme
disease

16yo initially characterized
as CFS with POTS and
never obtaining
CDC/IDSA positivity.
Initially very symptomatic

and missing much school.
Responding profoundly to
antimicrobials with
subsequent symptom score
of ZERO! on very few
supportive medications.




Chronic F Ug UE€ case studies
NeNEVIdence of CDC/IDSA criteria for diagnosis of Lyme
disease

57 year old male with

inent Hiatery
I il thee Fal
ich

chronic fatigue and ' i
fibromyalgia. Marked

improvement in

functionality and quality of

“in 18001 stanen baving o

life.

v dispuie diagnosls
jeenex: Biburgdorferii Wetam Bl 1o

urgdartar western tlot IoM ard IgG.eg
IL: Negatis MO Far Lyma@arinnsda henasins
for B GLyme C6 peptidel

g but

genzx Bburgrnrinrii Westem Biot IBAENEG (IND 41]; 1gG: NEG [+58; IND 41]
1 nagallve s <1256]

sam ot IgM: nag 45 IgG: nag [IND41]

prafie, including Bhenzaizc [lgM and Ig3)Ba,
5L Lab 4 - iva lle <1:255]
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Chronic Fatigue case studies
NoREVIdence of CDC/IDSA criteria for diagnosis of
Lyme disease

Partinent History
M 2dl tasiing dehydrated, tred"
ity tred ot of

Clear clinical response of
antibabesia treatment
regarding sweats and
fatigue. —

7]; Labrom nagali fi Incluging Shensess
19G)Bouintans . and Bmicrati

o 4" but prob POS [+31;

rorferi Wastam Biol

Ny [-++85; +41,45; IND 39]
e Bburgdarferii Westemn Blat lghineg [+++58; IND 47].
4A7%)] COST absoluts [03/13/06][L]46 [50-




Bhironic Fatigue case studies

B Supporting the hypothesis that ILADS directed
management has a positive clinical impact

= Diagnosing subtle presentations outside the
generally accepted “guidelines”

= Providing clearly improved outcomes in often
enigmatic cases.
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Chronic Fatigue
Research-levels of credibility

= These are “anecdotal” case reports *

= Although they are not controlled or randomized, and include
additional intervention to treat other issues such as sleep, pain,
etc., the ultimate outcome in most cases were individuals with far
improved quality of life often on minimal supportive medications.

= Helpful to direct insight, but not as clinically relevant as carefully
performed research

@ Case studies in peer review literature *

= To allow for review and communication to the greater medical
community

= Prospective, randomized controlled studies are needed**

= To provide level 1 data-the highest level of evidence based
support.

*achieved
**In process
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ilyme Presenting as CF

2006

Lyme Discasc Presenting
as Chronic Fatigue Syndrome

Samuel Shor, MD, FACP
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Western Enstilational Review Board @
Wiestern [nternational Review Roard®

@ Proposed research s

= Shor, S A pilot study-a | B
prospective, double blinded —
cross over therapeutic trial in [ e ———
International case defined CFS i

Investigeor

patients, who are ELISA Lyme JEz=a=c -

negative, but ILADS criteria
positive

> Foseludke o feaL
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Lyme Disease
fhere Does This Leave us?

iv ri Ay Exclusive, with strongly worded
by L guidelines that are highly restrictive for

management outside of these guidelines

Attempting to broaden the perspective and
educate both the public and the medical
communities about the controversies in an
attempt to achieve reconciliation.

August 8, 2008 Samuel Shor, MD, FACP




Lyme Disease
\Where Does This Leave us?
October 2007

VOLUME? ~ NUMBER20  OCTOBER 16,2007
' RICAN ACADEMY

NEUROLOGY

AN OFFICIAL PUBLICATION OF THE AMERICAN ACADEMY OF NEUROLOGY

HConnecticut Attorney General
investigating improprieties of IDSA ¥(E)B%(Y) LQWGY“

guidelines:

Guidelines on Trial:

" American Academy of Neurology IR sttt

of Investigation into
Treatment Parameters

subpoenaed as Part of Investigation ot
into Treatment Parameters for Lyme
Disease”

B e
antitrust violations.

Spinal Cord Stimulation Found
" Effective for Chronic Neuropathic
e Pain After Back Surgery

and the implanted sfimulalor send elec-
ironicimpusesthal o e in 07 uomm ten
messages

Education Level Linked Promising New Markars 1o NEUROLOGY

1o Damenlla KKK ... .o evveoseesceasean e | Duled Euly HIV-Dementhe

Published by

Hew Geltera Propased fur “Real Workl” Ane st of Dl

Diognosing Mewrcberrellests . ...............13  Modifying MS Drogs ... Lippincatt
inemes & Wiking

£ Wotners Klawer

PERITDICALS
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Lyme Dise
Where Does This Leave us?
May 2008

Office of the Attarnay Geeral
55 Elmv Stroet
Hartfaid, Cannecticut DB10E

“The IDSA’s guideline panel Attorney General
improperly ignored or Richard Blumenthal e
minimized ConSideration Of THURSDAY, MAY 1, 2008

ATTORNEY GENERAL'S INVESTIGATION REVEALS FLAWED L YME
DISEASE GUIDELINE PROCESS, IDSA AGREES TO REASSESS

alternative me dical Opinion and GUIDELINES, INSTALL INDEPENDENT ARBITER

Attorney General Richard Blumenthal today anncunced that his antitrust
|nvest|gatlcn has uncovered serious fizws in the Infectiow 5: Society of

. . .
e ‘ 7 lde I l Ce re ardln Chronlc I me Ameri (IDSA) pro far writing its 2006 Lyme disease guldelines and the
IDSA has agreed to reassess tham with the assistance of an outside arbiter
. 0 11 0 . The IDSA guidslines have sweeplng and significant impacts on Lyme
( ] 'j 7‘ disease medical care. They are commonly applied by insurance companies in
1sea.se’ p Otentla ra.].S].ng restrieting coverags fer leng-term antibiotic treatment or other medical care and
also strongly influence physician freatment decisions.

0 . ies - 1l
serious questions about whether aai e compariesbave sl covtagefolon ke antilcte,

witdely cited for conclusions that chronic Lyme disease is hohexistent,

th 3 “This agreement vi ates my investigation — finding scloscd
e recommen a_ 10ns re eC e financial interests and forcing a reassessment of IDSA guidelines,” Elumenthal
3 “My office uncoverad undisclosed financial interests held by several af the
most powerful IDSA panelistz. The IDSA’s guideline panel improperly lgnored or

2 77 minimized censideration of alternative medical opinian and evidence regal

a_ re e ‘/ a_ I l SCle I lce . chronic Lyme disease, potentially raising s U5 guestions about whether the

rocommondations reflected all relevant selence.
he IDSA’s Lyme guideline process lacked important procedur

- in affact a cemprehensive reassessment through a new panel The new panel
will accept and analyze all e\-ldnn e, including divergent opinion An indepsndent
neutral gmbudsman | cthics and conflicts of Interest, selected
by bath the IDBA and my ill assess the hew panel far conflicts of
inteyosts and ensure ite integrit

s findings Include the falawing:

Hoffman or Tara Stapleton
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EliYenic Fatigue/Lyme-Reality check

-~ 3 P
- ps

VITIITST 4
= Potential barriers:

“sensitized” clinicians regarding “Lyme” disease

As a result of this “sensitization,” many clinicians
emphasize strict adherence to CDC guidelines [even
though they are probably flawed]. But they often
outright reject alternative interpretations, OR
alternative laboratory evaluation.

August 8, 2008 Samuel Shor, MD, FACP




Lyme Disease
Wihiere Does This Leave us?

= Reassessing the present guidelines

= Recognizing that there is much denial by
the part of IDSA and subsequently the
majority of the medical and lay
communities [including insurance

companies]

= Requiring open minded, balanced
research and assessment of that research.

= Increased awareness and education
of both the medical and lay
communities

= This is an important step in that process

August 8, 2008 Samuel Shor, MD, FACP




" “CHRONIC LYME”

What is the controversy all about?
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